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DETAILED ACTION 

Receipt of response and amendment, filed 5/3/2006, is acknowledged. Claims 1 
- 48 are pending, and claims 25 - 40 are withdrawn as drawn to a non-elected 
invention. 

Response to Arguments 

Applicants' arguments regarding the rejection of claims 1 - 15, 20, 21, 22, 14 - 
48 under 35 U.S.C. 103(a) over US 6,309,659 in view of US 6,232,340 have been fully 
considered and are persuasive. Accordingly, this rejection is withdrawn. 

Applicants' arguments regarding the rejection of claims 16-19 and 22 - 24 
under 35 U.S.C. 103(a) over US 6,309,659 in view of US 6,232,340 and in further view 
of US 5,290,552 have been fully considered and are persuasive. Accordingly, this 
rejection is withdrawn. 

Applicants' terminal disclaimer has been received. As such, the double patenting 
rejection over copending application 10/326,339 is withdrawn. 

Upon consideration, the following rejections are deemed necessary at this time. 
Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-24 and 41 -48 are rejected under 35 U.S.C. 112, second paragraph, 

as being indefinite for failing to particularly point out and distinctly claim the subject 

matter which applicant regards as the invention. 
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Claims 1 and 41 recite "the sample". It is unclear what "sample" is being referred 
to, since there are no other recitations of "sample" in those claims. Clarification is 
requested. 

Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 1 - 15, 20, 21, 22, 41 -48 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over US 6,309,659 to Clokie in view of US 6,623,729 to Park et al. 

Clokie teaches a copolymer that is quite similar the formula of instant claimsl 
and 41, wherein the degree of polymerization is commensurate with that recited in 
claims 5 and 45 (col. 1 , lines 45 - 55). The artisan would recognize that the copolymer 
of Clokie contains hydrophilic and hydrophobic blocks, and that the PEG blocks are the 
hydrophilic blocks. The difference between the copolymer of Clokie and that of instant 
claims is that the copolymer of Clokie has PEG blocks with hydroxyl terminated 
endgropus, whereas the copolymer of instant claims has PEG with methoxy terminated 
endgroups. Clokie teaches the copolymer in combination with demineralized bone 
particles, wherein the composition is dispersed in water and exhibits reverse-phase 
behavior (col.'s 3 and 4). The composition further comprises BMP (col. 3, line 2). The 
amount of polymer and water is taught to be commensurate with instant claims (claims 
3 and 4). Clokie further discloses the composition to contain a therapeutic material, 
such as osteoinductive and ostewconductive materials, such as TGF beta types 1-13, 
and bonemorphogenic proteins types 1-15 (paragraph bridging col.'s 2 - 3). Other 
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exemplary materials suggested for inclusion in the composition are gypsum, 
hydroxyapatite, and calcium salts of phosphate, sulfate, and carbonate. Clokie discloses 
that the amounts of the components can be varied (paragraph bridging col.'s 4 and 5) 

Clokie lacks a teaching of the copolymer with methoxy terminated PEG blocks, 
and further a teaching of the specific amounts of some of the active agents. 

Park teaches block copolymers that comprise hydrophilic and hydrophobic 
blocks, and that these copolymers can be used to make micelles for delivery of active 
agents (col. 3, lines 35 - 49, examples 1 and 2). Park teaches that for this application, 
the PEG blocks are preferably terminated with methoxy endgroups (col. 3, lines 48 - 
49). 

As such, it would be prime facie obvious to a person of ordinary skill in the art at 
the time of the invention to make the composition of Clokie wherein the copolymer has a 
methoxy terminated endgroup. The motivation to do so comes from Park, who teaches 
that in block copolymers comprising PEG as the hydrophilic block and another polymer 
as the hydrophobic block, the PEG should be methoxy terminated, and not hydroxyl 
terminated, if the artisan desires to achieve sustained release of the active agent. Since 
such methoxy-terminated PEG copolymers are known in the art, the artisan would enjoy 
a reasonable expectation of success. 

It would be further obvious to a person of ordinary skill in the art at the time of the 
invention alter the amount of active agents in the composition. This is a matter of 
dosing, and the artisan would be able to determine the correct dosage of active agents 
based upon a variety of factors commonly assessed in the art, including nature and 
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severity of the medical condition, gender, weight, medical history and overall health of 
the patient, and other factors. The motivation to use the optimal amount of active 
agents is to effectively treat the patient. 

It is noted that claims 1 and 49 specify that the polymer is derived from dilithium 
salt. However, since the claims are drawn to products, the patentability rests on the 
nature of the product. As such, Clokie and Park need not teach how the polymer is 
formed in order to render the claims obvious. 

With regard to the claims that require a specific amount of various components, 
to the extent that Clokie does not disclose these precise amounts or combinations, such 
is deemed to be obvious. Clokie discloses the physiochemical requirements for the 
formulation (col. 3 line 65 - col. 5 line 9), and states that the amount of materials may 
be varied. As such, the artisan would vary the ratio of components in order to achieve a 
composition having the required physiochemical properties. With regard to the active 
agents in the composition, such as osteoconductive and osteoinductive agents, the 
artisan would determine the proper dosage of these materials based on factors routinely 
dealt with in the art, such as the type and severity of the medical condition being 
treated, the age, weight, gender, and medical history of the patient, and other factors 
that the artisan routinely addresses. The motivation is to successfully make the 
composition of Clokie, and to successfully and effectively treat the patient. Since Clokie 
states that the proportions of the components can be varied, the artisan would have a 
reasonable expectation of success. 
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Claims 16 - 19 and 22 - 24 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over US 6,309,659 to Clokie, in view of US 6,232,340 to Parks et al. and 
in further view of US 5,290,552 to Sierra et al. 

The teachings of Clokie and Parks are discussed above. 

These references do not teach the use of bone chips. 

Sierra teaches surgical materials. For dental or orthodontic purposes, Sierra 
teaches that bone chips are preferably included in combination with bone powder (col. 
5, lines 24 - 27). 

Thus, it would be prime facie obvious to a person of ordinary skill in the art at the 
time of the invention to add bone chips to the composition of Clokie and Parks. The 
motivation to do so comes from Sierra, who teaches bone chips as a preferred 
ingredient in such compositions, especially when intended for use in dental or 
orthopedic applications. 

Conclusion 

No claims are allowed. No claims are free of the prior art. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Eric E. Silverman, PhD whose telephone number is 571 
272 5549. The examiner can normally be reached on Monday to Friday 7:30 am to 4:00 
pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on 571 272 8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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